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Dear Kevin Thomas:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Andrew |. Steen -S

Andrew |. Steen

Assistant Director

DHT1B: Division of Dental and ENT Devices

OHT1.: Office of Ophthalmic, Anesthesia,
Respiratory, ENT and Dental Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K230069

Device Name

S.ILN. Dental Implant System

Indications for Use (Describe)

S.LLN. Dental Implant System is intended for placement in the maxillary or mandibular arch to provide support for
single-unit or multi-unit restorations. When a one-stage surgical approach is applied, the S.I.N. Dental Implant System
is intended for immediate loading when good primary stability is achieved and with appropriate occlusal loading.

All digitally-designed custom abutments for use with Pre-Milled CAD-CAM Abutments are to be sent to
a S.I.N.-validated milling center for manufacture.

Type of Use (Select one or both, as applicable)

X Prescription Use (Part 21 CFR 801 Subpart D) [_| Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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&0 f LOWHUIDFH &0 f LOWHUIDFH
OLQLPXP SRVW GHQHKNQ LRW WHV W
3URVWKHWLF SODWIRUP * P 3URVWKHWLF SODWIRUP *
*LQJLYDO KHLJKW PP PD] *LQJLYDO KHLJKW PP
$QJOH f PD[ $QJOH Foof
,QGH[H ,QGH[H

&0 f LOQWHUIDFH 3UH OLOOHG %ODQN $EXWPHQW $EXWPHQW &HPHQWHG ORUVH $

&0 f LQWHUIDFH
OLQLPXP SRVW ®&HQBKNQ LRW WLV W

&0 f LQWHUIDFH

BURVWKHWLF SODWIRUP * P BURVWKHWLF SODWIRUP *
*LQJLYDO KHLJKW PP PDJ *LQJLYDO KHLJKW PP
$QJOH f PDJ $QJOH f
,QGHI[H ,QGHI[H
$EXWPHQW ODWHULDOV R\ $670WDQLXP DOO 7LWDQLX® DOOR\ $6 7LWDQLXP DOOR\ $670 ) 7LWDQLXP DOOR\ $670 ) DQLXP DOTIRN $670 )

R\WQF WE R Q VO OREL B WRMWRD WRHKVKH HG




N 6XPPDU\
3DJH R

6,1 " HQWDO ,PSODQW

6XEMHFW 'HYLFH 3ULPDU\ 3UHGLIFDWH 'HYLFH S5HIHUHQFH 'HYL@FH 'HYLFH 5HIHU S5HIHUHQFH 'HY|LFH
6,1 'HQWDO ,PSODQW B6\VWHP 6,1 'HQWDO ,PSODQW B6\VWHP 6,1 'HQWDO ,PSODQW 6\VWHP 6,1 'HQWDO ,PSODQW 6\VWHP 6,1 'HQWDO ,PSODQW B\VWHP
6,1 G6LVWHPD GH ,PSODQWH 1DFLRQDOL&/WHPD GH ,PSODQWH 1DFLRQDOGLY/WHPD GH ,PSODQWH 1DFLRQDOGLI/WHPD GH ,PSODQWH 1DFLRQDOLVWHPD GH ,PSODQWH 1DFLRC
&RPSDWLEOH ,PSODQWYV
&0 f &RQQHFWLRQ 6WURQJ 6: DQG (SLNXW &0 8QLWLWH
BWURQJ 6: 30XV (SLNXW 30XV &0
%»RG\ SODWIRUP * %RG\ SODPPIRUP * %RBP SODWIRUP * PP
IHQIWKYV PP JHQIWKYV PP IJHQIWKYV PP
7U\RQ &0 &RQLFDO
%»RG\ SODWIRUP *
IHQIWKYV PP
7U\RQ &0 &\OLQGULFDO %RG\ D
%RG\ SODWIRUP *
/THQJIWKYV PP
7U\RQ &0 &\OLQGULFDO
%»RG\ SODWIRUP *
IHQIWKYV PP
&0 f &RQQHFWLRQ 6WURQJ 6: &0 30XV 6WURQJ 6: &0
%RG\ SODWIRUP * %RG\ SODWIRUP *
/THQIWKYV PP /IHQIWKYV PP
+RZ 3URYLGHG
$EXWPHQWYV 1RQ VWHULOH BWHULOH E\ JDPPD LUUDGLDWLRGWHULOH E\ JDPPD LUUDGLDWLRQ BWHULOH E\ JDPPBULWWHDB\L DIVLRIDLUUDGLDWLRQ
WR EH VWHULRHPIG B\ WRHVWQ G | XIVOIG DQG DQG
1RQ VWHULOH 1RQ VWHULOH 1RQ VWHULOH
WR EH VWH UMD KHHIBWEE PRKWH HQGWR HEH VWH UMD KHHIBWEE PR KW HQ|G XVH

WR EH VWHU MWD KHHBBWEE PR KWH HQ

G XVH

8VDJH + $00 &RPSRQHQWYV

6LQJOH SDWLHQW VLQJOH XVH

6LQJOH SDWL

HQW \DWVOLIMDGWX WH. QJOH XV H

6LQJOH S 6LQJOH SDWLHQW

Wotsh@tinXe Yk) Summary






